PCB INSPECTION REPORT

FACILITY

Reliable Biopharmaceutical Corporation Date: December 22, 2008
1945 Walton Road Inspection No. 122208411701
Overland, MO 63114 Docket No. 07-09-T-81 é ‘6
(314) 429-7700 Fre, |1osos GAIZDS
INTRODUCTION Cooa) N &t loows

This facility was selected under the Regional Neutral Scheme as a random selection. The reason
for the inspection was to determine compliance with PCB regulations, as codified in
40 CFR, Part 761.

SUMMARY OF OBSERVATIONS

No apparent deviations from PCB regulations were observed during this inspection.
No samples, documents, or photographs were taken.

HISTORY OF BUSINESS

Reliable Biopharmaceutical Corporation conducts research and development of pharmaceuticals,
purifies chemicals for the pharmaceutical industry, and is a contract manufacturer of
pharmaceuticals. The facility has been in business for approximately 23 years and at the present
location for approximately 10 years. The facility consists of two buildings covering
approximately 30,000 square feet. There are approximately 60 employees.

The president of the company is Mr. Michael Zaleski. His address is the same as the facility’s.
PERSONS INTERVIEWED AND INDIVIDUAL RESPONSIBILITIES

Mr. Charles Wisdom, environmental health and safety manager, was interviewed. Mr. Wisdom
signed and received copies of all inspection documents, provided information about the facility,
accompanied me during the physical inspection, and was present during the closing discussion.

Mr. Mark Stinnis, maintenance manager, was interviewed. Mr. Stinnis provided information
about the facility.

INSPECTION

On December 22, 2008, I, David Giarratano, presented my credentials to Mr. Charles Wisdom,
environmental health and safety manager. I advised Mr. Wisdom that Reliable
Biopharmaceutical Corporation had been selected for inspection under the Regional Neutral
Scheme as a random selection. 1issued the Notice of Inspection and Confidentiality Notice to
Mr. Wisdom, who signed and received copies of both. Mr. Wisdom stated there would be no
claim of confidentiality.

I asked Mr. Wisdom if Reliable Biopharmaceutical Corporation owned any transformers or
capacitors. He said the transformers providing service to the facility were owned by the company.

He asked Mr. Mark Stinnis, maintenance manager, to join us. Mr. Stinnis corroborated that the

transformers were owned by the company. He added that the main transformer was installed about
six years ago when a building expansion occurred. He said there were no capacitors in their
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electrical system. He added that all of the electrical equipment inside the facility was dry-type.
Mr. Wisdom and I left the office for the physical inspection.

We began the inspection by going through the laboratory, production, and warehouse areas. I
saw no oil-filled electrical equipment in these areas. We continued to the main electrical room.
There were dry-type transformers, switches, and circuit breakers in this location.

We then went outside to look at the main transformer. On the north side of the building was a
platform-mount transformer. There was a label stating it was filled with non-PCB fluid dated
November 2000. It did not appear to be leaking.

This completed the physical inspection. We went back to the office for the closing conference.
CLOSING CONFERENCE
The closing conference was with Mr. Charles Wisdom, environmental health and safety manager.

I'told Mr. Wisdom I observed no apparent deviations from PCB regulations during the
inspection. Mr. Wisdom signed and received copies of the Receipt for Samples, Declaration of
CBI, and Summary of Observations.

SUBMITTED BY: APPROVED BY:

@%SCE ),6 —

: Kathy S. Flippin, Chief

Special Facilities Uni Compliance and Enforcement Section
Compliance and Enforcement Section Hazardous Waste Program

Hazardous Waste Program
December 24, 2008
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ATTACHMENTS

1. Notice of Inspection

2. Summary of Observations
3 Receipt for Samples

4. Confidentiality Notice

5. Declaration of CBI

6. ICDS



united States Environmental Protection Agen.y

Washington, D.C. 20460 g"’g mf’d ,
3EPA Toxic Substances Control Act
NOTICE OF INSPECTION

The public reporting burden for this collection of information is estimated to average 5 minutes per response. This estimate includes time
for reviewing instructions, searching existing data sources, gathering and maintaining the needed data, and completing and reviewing the
collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information to the Chief,
tnformation Policy Branch (PM-223), US Environmental Protection Agency, 401 M Street, SW, Washington, DC 20460, and to the Office of
nformation and ulatory Affairs, Office of Management and Budget, Washington, DC 20503, marked ATTENTION: Desk Officer for EPA.

1. Investigation dentification 2. Time 3. Firm Name
Date Inspector No. Daily Seq. No. . 3 S 5
(24 ,,%c,%{ﬁi,i 4((7 O/ |2:50 Zg/dgéé B«y s ceuocs/ ijb

MDNR /HWP /951(’%‘60\/ Po/

P.0O. Box 176

Jefferson City, MO 65102 Sé (ous Mo

REASON FOR INSPECTION

Under the authority of Section 11 of the Toxic Substances Control Act:

For the purpose of inspecting (including taking samples, photographs, statements, and other inspection activities) an
establishment, faciiity, or other premises in which chemical substances or mixtures or articles containing same are manufactured,
processed or stored, or held before or after their distribution in commerce (including records, files, papers, processes, controls, and
facilities) and any conveyance being used to transport chemical substances, mixtures, or articles containing same In connection
with their distribution In commerce (including records, files, papers, processes, controls, and facilities) bearing on whether the
requirements of the Act applicable to the chemical substances, mixtures, or articles within or associated with such premises or
conveyance have been complied with.

[:] In addition, this inspection extends to  (Check appropriate blocks):

[J A Financial data [] O. Personnel data
[:] B. Sales data D E. Research data
[J c.Pricing data

The nature and extent of inspection of such data spectfied in A through E above is as foilows:

Certification
| certify that the statements | hgve made on this form and all attachments th?plp afe trus, accurate, and complete. | acknowledge that any
knowingly false of misleading Statement may be punishable by fine or imprisgnmeyit or both under applicable law.

A

/ /
-QZ‘JW&W Date Sighed :Z”@f b> Lus ()OYV\ Date Signed |

, (2o [Ens Ma 2[32/0%
EPA 7740-3 Rev.(8-91) Z : _/\J/m" ‘L / *U.8. GPO: 1904-300-838 /00257




U.5. ENVIRONMENTAL PROTECTION AGENC.
TSCA INSPECTION
SUMMARY OF OBSERVATIONS

IName'a Address of FaciliEy

{/?e/é% E/AP/QIW@ 'puéc s/ GVP
1 /945 o Koo

P.0O. Box 176 {OVC’//AN M()é //4/

Jefferson City, MO 65102 |Chief Executive Officer of Firm

' Michse| Zaloski é

Name of Individual to Whom Notice Given IT? le | ;
T_géyézs (M‘SQEV\ _ E i WA =

. | L g S/('/Ua/éN
S Mo szl L BT e Gt

The followihg possible deviations from the requirements of the Toxic Substances Control
Act and regulations promulgated thereto were observed during this inspection:

(o sppsret Aistirs b PCB rgolstrons
8 (= OASM/ZJ JW/?\7 his 5]}%&60\/

This Summary of Observations is provided to bring to your attention those areas of
concern at the earliest possible time. It is not intended to be a complete list of
deviations from the requirements of the Toxic Substances Control Act and regqulations
thereto, but rather a list of those conditions of immediate concern and/or those readily
apparent. If you have any questions regarding this summary, please contact the
Chemical Risk Information Branch at 913/551-7020.

The undersigned acknowledges having received and read a copy of this TSCA Summary of
Ob vations. 3

[ oWl — S Mo izfralg
o | B Spe. /7//22/5/;

e’ OF Ilrjspectdi— Title of Anspecyor Date

Distribution: White - Regional Office Copy

Yellow- Facility Copy
7EPA-7710.2 (Rev. 1/97)
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US ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

V E l A TOXIC SUBSTANCES CONTROL ACT

RECEIPT FOR SAMPLES AND DOCUMENTS

1. INVESTIGATION IDENTIFICATION 2. COMPANY NAME

DATE INSPECTION NO. DAILY SEQ. NO.

nhzfeg | 4117 Of el aéé B/bp/na//neccﬂuﬁ[e/ Q@rb

3. INSPECTOR ADDRESS 4, COMF’ANYA D

MDNR /HWP L\L?Eg}\l /2(7/
P.0. Box 176
Jeffer:on City, MO 65102 Opg/@,\,/ /Mo L3¢

For internal EPA use. Copies of this form may be provided to receipient as acknowledgement of the documents and samples of chemical substances and/or
mixtures described below collected in connection with the administration and enforcement of the Toxic Substances Control Act.

RECEIPT OF DOCUMENT(S) AND/OR SAMPLE(S) DESCRIBED 1S HEREBY ACKNOWLEDGED:

NO. DESCRIPTION

~

AO QmPés/ Jacwmf's o»r77/10{v7ag/7/zs cpebler

OPTIONAL:
DUPICATE OR SPLIT SAMPLES: REQUESTED AND PROVIDED D NOT REQUESTED D

| CTOR ATUR tﬁ?k IGNATW

NAME v J NAME
i bisrvabumo (horles Usdan
DATE SIGNED TITLE DATE SIGNED

TITLE

b Spec. 12f22]¢ | EHS My 12/ 2218

L INSPECTOR'S COPY
d?él.\ A[ mau‘# g



L_..ed States Environmental Protection Agei
Washington, D.C. 20460

Toxic Substances Control Act

SEPA

Form Approved
OMB No. 2070-0007
Approval Expires 10-31-82

TSCA INSPECTION CONFIDENTIALITY NOTICE
The public reporting burden for this collection of information ls estimated to average 5 minutes per response. This estimate

Includes time for reviewing instructions, searching existing data sources, g

athering and maintaining the needed data, and

completing and reviewing the coliection of Inlormation. Send comments regarding the burden estimate or any other aspect
of this coilection of information to the Chief, information Policy Branch (PM-223), US Environmental Protection Agency, 401

M Street, SW, Washington, DC 20460, and to the Office of

information and Regulatory Alfairs, Office of Management and

Budget, Washington, DC 20503, marked ATTENTION: Desk Officer for EPA.

1. Investigation idenification _ m. zﬁqun ’ .
?1}1/ 22/of T B g'?,,/i:‘éé Bzgzéng[paéza/ (op
¥ napacic .ame i /?4(_«:“}&/
D G Qe Mo G514
g?gﬁ/gvzz 176 .leqaﬁrz-ﬁ’f&kl
Jefferson City, MO 65102 AL

[7< ;c)m

TO ASSEAT A CONFIDENTIAL BUSINESS INFORMATION CLAIM

it is possible that EPA will receive public requests for release of the
information obtained during inspection of the facility above. Such requests
will be handled by EPA in accordance with provisions of the Freedom ol
Information Act (FOLA), 5 USC 552; EPA regulations issued thereunder, 40
CFR Part 2, ang the Toxic Substances Control Act (TSCA), Section 14. EPA
Is required to make inspection data available in responsu to FOIA requests
uniess the Administrator of the Agency determines that the dala contain
information entited to confidenual treatment or may be withheld from
release under othar exceptions of FOIA.

Any or all the information collected by EPA during the inspection may be
claimed confidential ¥ i relates to rade secrets or commercial of financial
matters that you consider to bu confidential business information. ¥ you
asseit a CBI clalm, EPA wili discloss the information only to the extent, and
by means of the procedures set forth in the regulations (cited above)
governing EPA's treatment of confidential business information. Among
other things, the regulations require that EPA notify you in advance of
publicly disclosing any Information you have claimed as confidential
business information.

A confidential business information (CBI) clalm may be asserted at any
time. You may assert a CBI claim prior to, during, or after the information s
coltected. The declaration form was developed by the Agency to assist you
in asserting a CBI claim. ¥ K is more convenient for you to assert a CBI
claim on yow own stationery or by marking the individual documents or
samples "“TCSA confidential business information,” it is not necessary for
you to use this form. The inspector will be glad to answer any questions
you may have regarding the Agency's CBI procedures.

While you may claim any collected information or sample as confidential
business information, such claims are unilikely to be upheid it they are
challenged unless the information meets the following criteria:

1. Your company has taken measures 10 protect the
confidentiality of the information, and R intends to continue to
take such measures.

2. The information i3 not, and has not been, reasonably obtainable
without your company’s consent by other persons (other than
governmental bodies) by use of legitimate means (other than
discovery based on showing ol special need in a judicial or
quasi-judicial proceeding).

3 The information is not publicly available elsewhere.

4. Disclosure of the information would cause substantial harm to your
company's competitive position.

Al the completion of the inspection, you will bs given a receipt for aft
documents, sampies, and other materials collected. At that time, you may
maeke claims that some or all of the Information is confidential business
information.

I you are not authorized by your company to assert a CBI claim, this notice
will be sent by certified mail, along with the receipt for documents, samples,
and other materials to the Chiel Executive Officer of your firm within 2 days
of this date. The Chie! Executive Officer must return a statement specifying
any information which should receive confidential treatment.

Tha stateinent from the Chief Executive Officer should be addressed to:

TSCA FOIA Officer
EPA Region VII
901 N. 5th Street

Kansas City, KS 66101

and malled by registered, retum-receipt requested mall within 7 calondar
days of receipt of the Notice. Claims may be made any time afer the
inspection, but inspection data wiil not be entered into the special securlty
systein for TSCA confidentia! business Information unti an official
confidentiality claim is made. The data will bs handied under the agency's
routine security system unless and until a claim is made.

TO BE COMPLETED BY FACILITY OFFICIAL RECEIVING THIS NOTICE:

1 have recetved and read the notice.

if there is no one on the premisas of the facility who s authorized to make
business confidentiality claims for the firm, & copy of this Notice and other
inspection materials wil be sent to the company's chief executive officer. ¥
there is another company official who should also recetve this information,
please designate below.

EPA 77404 Rev 8-91) °

Certification
itify that the statements | have made on this form and all attachments thereto are true, accurate, and complete. | acknowledge thet any

ly false or misjeading statement may be punishable by fine or imprisonment or both under applicable law.

works Wsdo~

Mo~

Mf{f ZéLﬁ/

Address

Hcmat ¥

Inspection File
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a ' US ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

TOXIC SUBSTANCES CONTROL ACT

DECLARATION OF CONFIDENTIAL BUSINESS INFORMATION

1. INVESTIGATION IDENTIFICATION

DATE INSPECTION NO. DAILY SEQ. NO.

i2fzhg | di7 | o

2. COMPANY NAME

3. INSPECTOR ADDRESS

MDNR /HWP
P.0O.Box 176

Jefferson City, MO 65102

Bolsble Bisphoceyst Cop
1604< ol tom P
Oerind Mo (314

For internal EPA use. Copies of this form may be provided to receipient as acknowledgement of TSCA Confidential documents described below collected in
connection with the administration and enforcement of the Toxic Substances Control Act.

INFORMATION DESIGNATED AS CONFIDENTIAL BUSINESS INFORMATION

NO.

DESCRIPTION
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